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Prnduct i\;~mc:: Cn\·iWipcs Bh~Jch 

Chris Ji:lng. Chemise 
Chemistry and Toxicok•gy Tc:arn 
ProJLU.:l Scicncr.: nr.mch 
Antimicrobials Division (7510P) 

fo~Karcn llicks. T~an1 Leader ~ Jjlf~ 
Chemistry :u1d ToxicnfL)~~- T .::Jm (clfr lf'"'1 
ProJuc1 Sdcncc Brunch 
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FORI\llJI...\TION FROM LABEL; 
JlC Cndc t\cth·r.: ln,;rt"dicnt(s~: 
0 1~703 Sodium h~ pochlorit~ 

01hcr lns,rcJ i ~.:nl(:o;l: 
Tol,'ll ; 

·~;:. l:w wL 

0.91 
Q<},OQ 

100.00 
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BACKGROUND: Mctr~x Res~ch h:1..1• !>ubmith:d a bbd. CSFs (Conlidcntial Statements 
of Fom1ula) for the ha..,k t(lm;ul~tti on •md allcmilli: formulation ] . and n s~l of si~ ;u:utc 
toxidty $ttH.Ii~~ ror thi~ non-integrated product ~nd-u~ proouc:1. Th~: studies include an 
ac:utc oral toxicity study (~·miD ..J99:!J705). un acute dcmmltoxicity .study (1\tRID 
49921706. on acute inhalution toxi~ity study (MRID 4~21707). an eye: irrit;Ltion study 
(f..·1RlD ~99~ 1708). n dermal irritation .study (MRID ~9921709). ~tnd a skin scnsiti7..ation 
swuy (MRID49921710). 

RECO:\!MENOATIONS: 

I. Th~ acute toxicity .studies arc :acccplllbh.·. 

2. The acute toxicity Jm) tilc !~'It File Symbt1l 46781-Rll is currently. 

Study MRID Toxicity CntC"gory Status 

Acute Oral Toxicity -19921 705 IV Acccptnbl~ 

Acute IJcnn~l T ll~ icily 49921706 IV Ac.:cplublc 
Acute lnl'IDllltion To:...icily .$9921707 IV Ac~~;cptn blc 

Priman.· E\'c Irritation - - .J99:!l708 ]V Ac-c~!ptahlc!' 

l)rimaf)' lfi:mml lrritntion .$992l709 JV Acccptnbll! 
Dermal Sensitization 499::!1710 !' onS('ns it i lcr Acc~ptahlc 

L:\RF:LJNG 

Thl! l'IJUional sign;LI word is CAliTIO~. 

The policy on nmirnicmbiul IOWckHcs und wipes is under consid~ration hy tht! 
:\ntimi~mbi;al Divi$ion. Once the policy ha..~ h<!cn Hnalize·d. r~~istmnss will be informed 
if there nrc changes l.hm nc~d to be nKu.k r~gar..Jing th~ r~gistnnion pron·ss and if then: 
arc!' any add itiottnl d:u:a lhut must be S\tbmittcd to the Division for n!\'icw. 
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Ur\T..\ REVII·:W FOR ACliTF. OR1\L TOXICJT\' TJ.:STING (X70.1100) 

J>roduct Mana:,tcr: l>l!rn:.;,)n Fuller 
~1RII> ~o.: 4()9::! i705 

Reviewer: Chris Jiang 
S1ud>· Complclion Uat~: t\pri l 26. 2016 

Study No.: I '>75 -~·16 
Tt'stin~ Lahumtor)·: Stillmcr~dow. Inc. 
Author: Lori Can~r 

Qualic~- Assurunce (~0 CFR §160): A Stll1~mcnt ofGLP C(lmpli:mc.: ,.,·a.s indud~d. 

Tc~t :\l:.Ccrinl: Ca\'iWi~s ll1cach. l 6· l020RDO. d(!ar soluliL'n 
Uo.se le,·d: 5000 mg:'kg 

Sp«"ics: F~:m;Lic Spr~.plc·Dawky raC5 
.·\ge: Nine \\\!l!ks 
W ci~h 1: 18-1 1o 196 grnms on dar 0 
Source: T ~xa..; .-\nimal Spt..-ci ;thi~~. 1 Jumble. TX 

Conclusions: 
I. LO!-e, (mJ:,Ik~): 1.1>~,~:· 5000 111£/kg. 
2. l'hc eslinuucd 1.1)50 is ~nu ... fr lh;m 5()00 mwk~. 
~. To~kie~· Cotlc::ory: lV Clll.~ •. .oiificalion: A~o:t:l.!ptubk 

N.cporh.'tl i\lorulil)· 

Animal l)ost l.t\'el Shun-Term Lon~·T<:-rm 
~umlu:r (mS!/kJ!) Outcome Out4:omc 

51 5000 0 0 
52 5000 0 0 
SJ 50{10 0 0 

0 = Survi\'~k X = D4:nth 

5000 nlg/k~: All animals \\We acti\'~ o.nd h~i.lhhy lhruugh 1lu: ~tudy. 

5000 rnJ,!Jk~: One t4:m~•l&: h:.~d lun~s pak wi1h d:trl: .spots ;md nnnthcr female: h;ad p;llc 
mottled lungs. 
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DAT.-\ REVIEW FOR ACUT~: DER~1AL TOXICITY Tf.~1'1N(; (870.1200) 

Rt\'ie\\'tr: Cllris Ji;mg (lroduct l\l:amt~tr. IXmson Fuller 
l\IRID No.: 499.21706 Study Compldion Date: April 26.1016 

Stud~· No.: 19755-16 
Te!iting L:1bor.ttory: Stillmcadow. Inc. 
Aulbor: Lori Carter 

Qu~lity J\s!iiurance (40 CFR §160): A sl3t~meol ofGU' Ct)mpliancc was included. 

Te!il Matt-rial: CaviWipl---s Breach. t 6· J 020RDO. d~or solution 
llose lenl: 5050 fl'l£/l.:g 

Sp~cies: Fi\·~ male and five female Spmguc-D~•wlcy r.Hs 
,\gt: Eighl w1.-cks 
Wei~t: d: 1 76 to 213 grums on day 0: '~ : 253 to 2 92 grams on da>· 0 
Snurct: Tc;'(t~S Animal Specialties. Humble. TX 

Condusion.s: 
t. LD~ (mwk~}: Mul~:~: LD~,> 5050 mg/kg 

Females: LD~,> 5050 mgJkg 
ComhinL"tl ; LD~r,.> SOSO mglkg 

2. The ~stimated l.D~ io,; ~rcattr th•m 5050 mw'k~ for nml~s and fem:ll~ . 
J. Toxicity Calfgory: IV Clnssific:Uion: Ac.:.:pU1blc 

De\·iations rrom guideline 870.1200! Tcmpcmturc ::md rdativ.: bmnidity were at times 
out.'>idc! 1hl! pnHocol mng.:. 

Reported Mortalih· -
Do~e Lcn~J Nnmbrr Uead I Numb~r Tl'sled 

(m~g) Mal~ Fem:1le!ii Combined 

.5050 0 / 5 0 / 5 0 / 10 

Clinical signs: 

5050 mg/kg: All anim3ls were 3Cth·1! and hcalthy through th~ !\tud~· -

Gross nrcrop~ies: 

5050 rnglk~: Gross rlct:ropsics wt:rc unn.:m:'trl·wblc t:SC<:(11 for on<: li:rm•lc "' hu hmJ ga.s in 
lh<: CI.~Uffi, 
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DATA Rf·:vu:w FOR ACUTE INHALATIOl'i TOXIClT\' TESTING 
(870.1300) 

Product Mana~er: l)cmsor~ Fuller 
i\IRID No.: 49?21 707 

Re\·itw('r: Chris Jiang 
Stud)' Compl~don Oalc: April ::!9. ::!0] 6 

Study ,\mcndtd Date: May ] I. 2016 
Study l'io.: 19756-t6 

Tesling Laboratory: Stillme!idow. Inc. 
Aulhur; Andrew Doig 

Qualit)' A~surnnce (40 CFR §160): A ~lutr:mcnt lli"GLP compliance was included. 

Tf'St Material: CaYiWiP\-"'"5 Bleach. l6·1 020RDO. cl~ar ;S())ution 
(ira\·im~tric: 2.21 mg/L l'iominal: 5.69 mg/L 

Spccic.li; Ft\'t! male and 1iw !\:-mule Spmguc-D.Jwlcy r.us 
Age: Eight wcl!ks 
\\'t>i~bt: ·:~: : 235 to 280 grams on day 0: ·:i:1: J 70 to 1 &2 ~rams em da~· 0 
Source: Texas Animal Sp~:.•dallics. Humble. TX 

Sum null')': 
J. I.C~ (msVk~}: LC ~rr > 2.21 mg/L 
2. The ~tim:1h•d LC!-0- is ~reater tlum 2.21 lllsVL. 
3. l\IJ\tAO: 2.6 Jlm 
4. Toxidt>· Cate-aory: IV Clu!ii:liificatinn: :\i.:ccptablc 

Pro~cdure (l>eYimtions from 81-3): Two t~male wd~hts wl!rl! under pro1o~ol runge and 
rdnth·r: humidity \\t\S nt limt:S oulsid..: protocol ran£<:. These dc\'iations did not imp:1ct 
the integrity of lhc study. 

Rc:sutb: 
Reporlt d ~1ortality 

(NVl\mER DEA THSINUMDER TESTED) 
Exposu~ Concentration 

Males Females Combined 

2.21 mg/L 0.'5 0/5 0/10 
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Cbacnb~r Atmospbtrc 

Dose Level MMADUim) GSD ijun) % p311icles < 3.2 f.Lm 

2.21 mgll . 2.6 1.8 50.00 

2.~ 1 m~lL 2.5 :!.0 20.00 

Chamber Environment 

Ch.amb~r Voluml: (1..} 500 Lilc~ 

.-\irfltm· (LP~·1) 385 l.PM 

Tcmpcrnturc (''C) 23.3 l ll 24.1 
Relative Humidity (%) 74 to 88 

Clinftul Obnf'·atiom: All animals \\WC acth·c and hc;tlthy throush the study. 

Gro~~ Nt'cropsy Finding~: Thn."C males h:::~d pnh: lungs unu four fcmaiL-s h:::~d pale lung.c;. 
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DATA REVIEW FOR PRlMARY F.\'F..IRRITATIO~ Tf.STIN(; (IU-1, 870.2 .. 00) 

Product l\luna~tcr: Dcmson Fuller 
~1RJI> No.: 499:!1708 

Rc,·iewcr: Chris Jiang 
stud)' C()mplction Ollh:: t\pnl26. ~016 

Stud)· No.: 1'>757·16 
Testing Lo.boratol')·: Stillm~ado\\' , Inc. 
Author: Lori Caner 

Quality ,\~~ur..tntc (40 CFR §160): t\ sl<.llcmcnl ofGLP compliance was includ~d. 

Te.\t Mn1~rinl: Ca\'lWir<:s Blench, 16-1 020RDO. ckar ~olution 
Oosa~c: 0. t ml 

Species: 
r\gc: 
\\lei~ht : 
Source: 

Sutnnuu·y: 

On~ f~mat~ and two male N~!w Z4.•::tlonil White! mbbits 
T wcnty ,...-crks 
2.7 to 3.0 kilogn:unl' ut study sl;u1 
Vclcrimtf)' Clinical Resources. Hutto. TX 

I . Toxkit)· Cat~ory: IV 
2. <:lassH'ication: t\cccplllblc 

o~,·iat io ns from GuidcHnc870.2-IOO: R<:I;Hivc humidity was at limes outside protocol 
mngc. This OC\'ialion did not impact the integrit:· of lhc study. 

llesull~ : 

lndi,·iduill Scorts for Ocular lrritalion 
IUbbit No. OJ R~&bbit No. 54 Rabbit ~ o. 26 

Obsen·ations 
(ftntale) (~\lalt") (~htlc) 

llour.; Afltr Trrnlmcnt 
I 24 48 72 I 24 48 72 I 24 48 

I. Cfirntal Orutcih' 0 0 0 (} ... 0 0 0 0 0 0 
If. (riti~ 0 u {) 0 n 0 0 0 0 0 0 
J II . Con juncl j,·ac 
A. R.:dnt"ss 1 I 0 0 I 1 I 0 l 1 1 
B. Chemosis l 0 0 0 ') l 0 0 2 1 0 
C. Discha~c 0 0 0 0 2 0 0 0 I 0 0 

-+- • shght dull mg. ofth~ luster 
Both ~y~s \\'t!r~ lreatt..>d whh iluorcscdn sodium ophthalmic solution. bul sta.ining dtd not 
Ui:l.:Ur in uny cy~:\ 

12 
0 
0 

0 
0 
0 



( ( 

DATA REVIEW FOR ACUT~: HE RMAJ.II(RIT,\TION TESTir\G (870.2500) 

Product ~Jnnn~cr: l~m:-.on Fuller 
MRID No.: ~992 1 709 

lte\·l~wcr: Chris Jiung 
Slud~· Compte-lion Date: :\priJ 26. 2016 

S1udy No. : 1975~·16 
T~tln~ Lahonllory: Slillmeadow, Inc. 
Au1hor: Lori Carter 

Quality Assuranc~ (40 CFR §160}; A staH:mt:nt ofGLP compliance \\'D...C: indudc:d. 

Test .1\lat~rinl : Ca\'iWiJ'I'CS 131c;u;h, 16· 1 020R()0, clear solution 
l>osu~c! 0.5 mL 

Spedrs: 
t\J:c:: 
\Vci~ht: 
Suur('c:: 

Summu ry: 

One male and two tC:mulc New Zealand White rabbits 
Twch·c weeks 
2.5 lo 2. 7 kilogmm~ ut ~tud)' stan 
Vctcrin:uy Clinical Resources. I (utto. TX 

I. To:dcity Co.C~ory : IV 
2. Classificiltion: Acccptublc 

Dc,·iations from Guidelin~ 870.2-100: Rd:lth·c humidity was at times outside prntot:ol 
ran~;c. First observation''"'~ nl v. hmtr atlcr unwrap. 'l11c!>C dc\'iatiuns uid not imp:1c1 the 
intcgrit)· nfthc study. 

Rc:sulcs: 

Erylhrma/ F.drm:a 
Ani.mal Tim~ After Patch Rc:mo\·ul 

1 hr 24 hrs 48 J1rs 72h~ Da\· 7 
0078-1\.·t J/0 1.10 J/0 IJO 0/0 
0067-F 0/0 0/0 Q.'O o.:o om 
Q069·F 0/0 0/0 0/0 0/0 0:'0 
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DATA RF.\'IEW FQI{ UEit~1 ,\L SENSITIZATION TESTlN(; (OCSPI, 870.2600) 

l,rodut:l ~hlm•~cr: Dcmson rullcr 
l\IRlD No.: -t992 l7l0 

Te~ting Lahoratol)·: Stillmcauo"''• In~. 
Aulhor; Lori Carter 

l~e,·itwcr: Chris Jiang 
Stud)' CompJ~tion Dale: May 9. 2016 

Amend~d: ~·1a)· l<l. ::!016 
Stud~· Nu.: I ?759·16 

QuaU~· :\~~ur.tnc~ (40 CFR §160): A statcmcnl ofGLP compliimc~ was inclu~..kll. 

Tr:lit 1\lul~rial: OwiWi})l.~~ Bleach. 16· 1 020RDO. clc.lr solution 
Pmili·n:• Control: a·Hcxytcinnnmaldchydc (IIC·\) 

Sp«i~: Hanley albino guinl!n pig.'! 
\Vd~hc when IC'stcd: 356 to 488 grams 
,\~c: Young adult 
Source: Chark-s River lluq. Wilmington. ~fA 

Summa~·: 
I. 
2. 

Thi~ Product is not a dH1nal srn:dlizcr. 
C lassiricati011: At:ceptll hi c 

Procedure (Do·i:.lion From §81~): No d\!\'i.ltiolto; occurn:J during th~: stully 

Procedure: Attcr prcJimin;try h .. -sts. th<: dclinitivc study was und~nakcn. The Buchl~r 
ma:thoo \ \ -JS tested for skin sensitization. Once ~:Jch ''~~k ti.)r thn:l.' Wl.."(;ks, citha:r OA mL 
or nothint: wus applied to the clipped lcfl sida: of each animaL 1\fh:r the i!xpmurt.! pl!ri,KJ. 
the bindings wen~ rcmon;d. The guini!a pigs wcr~ scor..:J ut 2-1 and ut ..$8 hou~ artcr c~ch 
induction. 
Two \\ccks oftc:r th.: lin~l npplicmion. ~•11 nnimnls wcr~ challenged with 0.4 mL ufthc test 
l'U~stnncc on the right sid~:. The guinea pip,$ were scored at 24 wtd ot 4R hours allcr 
chnllcn~c. 

R~ults : At :!4 huur.; m.1 irritation ;tftcr th~ fir.;t induction. ilt -l8 hour.; after the tir.;t 
induction. al ~.t hours after the second induction. at48 hou~ asl~r th~! second induction. 
nt 2-1 hour.; after thl.' third induction. aml ;lt -IS h(lur> aftr:r lhc third induction. no irritiltion 
Wil5 observed . 

.-\t :!4 hours alter chal!cngc and nt 48 hours alter chJIIcngc. no irritation was observed. 

The historical positi\·t.! control sho\\t.!d appropriate res.uhs. 




